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DETAILED ACTION 

Claims 1-15 are pending in this application. 

Claim Rejections - 35 USC § 112 
The following is a quotation of the second paragraph of 35 U.S. C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter, which the applicant regards as his invention. 

L Claims 1-15 are rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

Independent claims 1 and 1 1 recite the limitation "the control of the controller" whereby 
the term "the control" lacks sufficient antecedent basis. 

In addition, it is unclear whether "the control" is a structural component of the gene gun 
apparatus or whether the limitation "the control" is meant to signify an action step taken in 
practicing the claimed process. The ambiguity is demonstrated by viewing Figure 2 reproduced 
below: 



224 2 1 0 




FIG. 2 
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The structure marked 224 is indicated to be a control valve. The specification further 
indicates that "the controller" is not pictured thus the figure is not helpfUl in this regard. 
(Specification, ^ 0034; all references to the Specification herein correspond to the published 
version of the application, i.e., 2004/0180442). The specification provides that "the controller" 
controls the "control valve 224. Thus it is unclear whether "the control" is either an additional 
component or an additional step that controls the controller. If the limitation "the control" is 
intended to define the "control valve" the claims should be amended to clarify as such. 
Alternatively, if "the control" is meant to signify an action step of the "control valve" to regulate 
"the controller" then the claims should be amended accordingly. However, as written the claims 
are vague because it is unclear how the claims should be interpreted thus rendering 
indeterminable the claims' metes and bounds. 

In addition, claims 8 and 13 recite the limitation "an outlet" which can be interpreted to 
mean that there are more than one outlet. This is an embodiment that does not appear to be 
contemplated by the in the specification. Thus, as written it is unclear whether the limitation 
should be interpreted to mean a single outlet attributed to the sprayer of multiple outlets one 
which provides at atmospheric pressure of 1 . If the former interpretation is intended then it 
would be remedial to strike the phrase "an outlet of the sprayer" and replace said phrase with 
"the sprayer's outlet". 

Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent and to 
prevent possible harassment by multiple assignees. A nonstatutory obviousness-type double 
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patenting rejection is appropriate where the conflicting claims are not identical, but at least one 
examined application claim is not patentably distinct from the reference claim(s) because the 
examined application claim is either anticipated by, or would have been obvious over, the 
reference claim(s). See, e.g., In re Berg, 140 F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re 
Goodman, 1 1 F.3d 1046, 29 USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 
USPQ 645 (Fed. Cir. 1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re 
Vogel, 422 F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) or 1.321(d) may 
be used to overcome an actual or provisional rejection based on a nonstatutory double patenting 
ground provided the conflicting application or patent either is shown to be commonly owned 
with this application, or claims an invention made as a result of activities undertaken within the 
scope of a joint research agreement. 

Effective January 1, 1994, a registered attorney or agent of record may sign a terminal 

disclaimer. A terminal disclaimer signed by the assignee must fully comply with 37 CFR 

3.73(b). 

2. Claims 1-2 and 4-15 are rejected on the ground of nonstatutory obviousness-type 
double patenting as being unpatentable over claims 1-6, 9-10 and 12-22 of U.S. 
Patent No. 6,436,709. 

Although the conflicting claims are not identical, they are not patentably distinct from 
each other because the instant method claims are obvious over the reference product/method 
claims as discussed herein. It should be noted that the instant claims do not exclude micro- 
particles thus where a reference claim is directed to nucleic acids comprised on micro-particles 
the limitation for at least comprising a biological material (i.e., instant independent claims 1 and 
1 1) is met. Indeed the instant specification contemplates utilizing micro-particles, (e.g., U 134). 
Further, given the use of the transitional phrase "comprising" in the instant/reference claims, any 
nucleic acid molecules meet the limitation for virion (which comprises nucleic acids), vaccine 
(e.g., DNA vaccine) and immunogen (e.g., DNA, such as from bacteria). It is against the 
preceding backdrop that instant and reference claims are directed to patentably indistinct subject 
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matter. In addition regarding instant claims delimiting the discharge speed to 200-300 m/s it 
must be noted that supersonic speeds are about 300 m/s. 

First as to the reference product claims (1-6, 9-10 and 12-17) it must be noted that the 
products therein (i.e., the gene gun) is the same gene gun that is utilized in instant methods. 
Indeed, the reference claims recite the limitation "gene gun" which would immediately alert the 
ordinary skilled artisan that methods of delivering a gene (i.e., biological material) would be 
obvious utilization of said gene gun. In any event, the reference claims also provide a gene 
transformation method using said gene gun (i.e. independent reference claim 18). As such, the 
instant methods of use that exclusively rely on the gene gun of the reference claims are prima 
facie obvious over the product claims. In other words, the instant claims rely on the reference 
product claims thus are obvious over the same. 

Furthermore, in examining certain embodiments in the claims it becomes clear that the 
instant claims and reference claims are directed to patentably indistinct subject matter. As to the 
structural components of the gene gun the claims are directed to a gene gun comprising a 
pressurized chamber, a sprayer, a controller and a material delivery system. {Compare, instant 
claims 1 and 1 1: reference claims 1 and 18). In addition, the sprayer comprises a spray nozzle 
and tube wherein the nozzle comprises a converging and diverging part so as to increase the 
discharge speed, (instant claims 1, 11: reference claims 1 and 18). 

Further the claims are directed to a biological material, such as nucleic acid molecules, 
(instant claims 1, 2, 4-6: reference claims 6, 15, 16, 19 and 20). The claims are also directed to 
discharge speeds that are supersonic, (instant claims 1, 1 1, 7 and 12: reference claim 18). 
Further the pressure at the outlet of the nozzle is about 1 atmospheric (instant claims 8 and 13: 
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reference claim 21) and the gas can be helium or nitrogen gas (instant claim 1 1 : reference claim 
22). As to instant claim 15, the limitation delimiting the use for a nucleic acid to be delivered 
does not substantially distinguish from a method of transformation, since nucleic acids have 
pleiotrophic utility in the field of biotech. In other words, it suffices that both the instant and 
reference methods are directed to delivery of nucleic acids and it is of little moment how said 
nucleic acids function subsequently. In sum, in view of the foregoing, the instant claims are 
obvious over the reference claims. 

Relevant Art 

The prior art made of record and not relied upon is considered pertinent to applicant's 
disclosure. Loomis et al. (US 6,004,287) teaches a gene gun but said gun does not have the 
structural requirements as in the instant claims (e.g., spray nozzle comprising diverging- 
converging aspects). Muehlberger (US 3,914,573) teaches a spray gun discharging a plasma 
stream at supersonic speeds (e.g., in process of coating a material). LaSalle et al. (US 6,273,789) 
teaches a device that discharges an abrasive fluid stream onto a surface utilizing a converging- 
diverging nozzle to produce a supersonic air stream and contemplates utilizing the device for 
removing material from a biological organism. Finally, O'Brien (US 2004/0033589) teaches a 
gene gun, which diverges towards an outlet of the gun so as to be cone shaped, but does not 
teach a barrel that is both converging and diverging. 

Conclusion 

No claims are allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Ramin (Ray) Akhavan whose telephone number is 571-272-0766. 
The examiner can normally be reached on Monday-Friday from 8:30-5:30. If attempts to reach 
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the examiner by telephone are unsuccessful, the examiner's supervisor, Remy Yucel, Ph.D. can 
be reached on 571-272-0781 . The fax phone number for the organization where this application 
or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 

Respectfully submitted, 

Ray Akhavan/AU 1636 




DANIEL M. SULLIVAN 
PATENT EXAMINER 



